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— The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to Gommunicatlon(s) filed on 09 October 2003 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) ^ Claim(s) ± is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) f is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawlng(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)n All b)n Some * c)^ None of: 

1. n Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received In Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim 1 pending in the instant application. 

Information Disclosure Statement 

1 . Receipt is acknowledged of Applicants' Information Disclosure Statement (IDS), 
submitted October 9, 2003, which is in compliance with 37 CFR 1 .97. Accordingly, the IDS has 
been considered by the Examiner and entered of record in the file. 

Election/Restrictions 

2. This application currently contains subject matter that was previously prosecuted in the 
parent appUcation, 10/106,513, now U.S. Patent No. 6,664,424. The *513 appUcation had been 
restricted into two inventions under 35 U.S.C. 121, as follows: 

I. Claim 1, in part, drawn to compounds according to Formula I of Claim 1, wherein 

is a pyridine ring and R^, R^, and R"* are as defined in Claim 1, classified in 
class 546, subclasses 343, 329, and 332. 

II. Claim 2, drawn to compounds according to Formula II, wherein R^-R^ are defined 
in Claim 2; and Claim 1, in part, wherein R^ is an optionally substituted acyclic 
amine or optionally substituted lower alkyl amine, classified in multiple 
subclasses of class 564. 

3. Applicants had elected Group 11 for prosecution in the parent application, which includes 
not only claim 2, but compounds according to claim 1, wherein R^ is not pyridine (i.e. R^ is an 
amine). Accordingly, a telephone call was made on June 18, 2004 to Applicants' attorney, Mr. 
Barry H. Jacobsen (Reg. No. 43,689), to request an election, and resulted in Applicants' election 
of Group I above. 
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4. Therefore, claim 1, wherein R} is an amine, withdrawn from fizrther consideration by the 
Examiner, 37 C.F.R. § 1 .142(b), as being drawn to a non-elected invention. The withdrawn 
subject matter is patentably distinct from the elected subject matter as it differs in structure and 
element and would require separate search considerations. In addition, a reference that 
anticipates one group would not render obvious the other. 

5. It is suggested that in order to advance prosecution, the Applicants cancel the non-elected 
subject matter from claim 1 . 

6. Applicant is reminded that upon the cancellation of a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1 .48(b) and by the fee required under 37 CFR 1 . 17(i). 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set fortli in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention w^as made. 

8. The factual inquiries set forth in Graham \. John Deere Co,, 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

9. This application cxjrrently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(eX (f) or (g) prior art under 35 U.S.C. 103(a). 

10. Claim 1 rejected under 35 U.S.C. 103(a) as being unpatentable over Corey, E. J. et al. 
Applicants claim the following compound: 

Claim 1 discloses a stereoscopically pure diastereomer of phenyl-methanol-pyridines, 
according to Formula L These compounds are known as antagonists of histamine, useful as 
decongestants, bronchodilators, etc. 

Determining the scope and the content of the prior art 

Corey et al disclose diastereomers of phenyl-methanol-pyridines, for the enantioselective 
synthesis of (iS^-carbinoxamine. The same enantiomer of the instant claimed compound is found 
in Table 1, page 5676, and on page 5677. Corey et al discuss that the compounds are known as 
important histamine antagonists. 

Ascertaining the differences between the prior art and the claims 

The difference between the prior art and claims, if any, is that the prior art discusses the 
purified diastereomer in 98% ee. 
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Resolving the level of ordinary skill in the pertinent art 

However, minus a showing of unobvious results, it would have been obvious to one of 
ordinary skill in the art to prepare the diastereomer as instantly claimed since the prior art 
reference discloses the stereoisomer in 98% purity. One would be motivated to prepare the 
instantly claimed invention since it has long been the practice in the chemical and 
pharmaceutical arts to produce compounds in the form of to secure a pure product. Further, 
changing the form, purity, or other characteristics of an old product does not render the novel 
form patentable where the difference in form, purity, or characteristic was inherent in or rendered 
obvious by the prior art. In re Cofer . 148 U.S.P.Q. 268 (CCPA 1966). Therefore, absent a 
showing of unobvious and superior properties, the instant claimed diastereomer of known 
phenyl-methanol-pyridine compoxmds would have been suggested to one skilled in the art. 
Furthermore, a stereoisomer is not patentable over its known racemic mixture unless it possesses 
unexpected properties not possessed by the racemic mixture. In re Anthony . 162 USPQ 594, 596 
(1969) and In re Adamson, 125 USPQ 233, 234 (1960). 

Applicant has not proven that the claimed stereoisomer is prepared by different methods 
that are not known or taught in the prior art. Therefore the mere recitation of a newly discovered 
function or property (e.g. diastereomer in pure form), inherently possessed by things (i.e. 
stereoisomer mixture) in the prior art, does not cause claims drawn to those things (i.e. 
compounds) to distinguish over the prior art. The Patent Office can require the Applicant to 
prove that subject matter shown to be in the prior art does not possess characteristics relied on 
where it has reason to believe that functional limitations asserted to be critical for establishing 
novelty in claimed subject matter may be inherent characteristics of prior art; this burden of 
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proof is applicable to product and process claims reasonably considered as possessing allegedly 
inherent characteristics, please see In re Best Bolton, and Shaw . (CCPA) 195 USPQ 430. One 
skilled in the art would have been motivated to prepare the pure stereoisomer form of a known 
pharmaceutically useful compound with the expectation of obtaining a pharmaceutically useful 
benefit, such as stability, reduced affinity for conversion, avoiding adverse side effects, enhanced 
deliverability, etc. The compounds are of the same identical formula and as such would be 
expected to have the same utility, i.e. histamine antagonists for relieving nasal, sinus, and/or 
bronchial congestion. Therefore, absent a showing of unobvious and superior properties, the 
instant claimed diastereomer of a known compound would have been suggested to one skilled in 
the art. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Janet L. Coppins whose telephone number is 571,272.0680. The examiner can normally be 
reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Joseph McKane can be reached on 571 .272.0699. The fax phone number for the organization where this 
application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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